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DETAILED ACTION 

Applicants' response, filed 3/24/2008 has bee received. Claims 21 - 35 and 37 - 
43 are pending in this action, claims 42 and 43 being newly added in the 
abovementioned response. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 21 - 35 and 37-41 remain rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The new matter 
rejection is maintained for reasons of record and those discussed below. 
Response to Arguments 

Applicants' arguments have been fully considered, but are not persuasive. 
Applicants argue that page 7 of the specification discloses the use of pore formers with 
gastric-juice resistant films. Applicants note that while this section does not provide 
verbatim support for the claims, verbatim support is not required. 

In response, the section of the specification cited by Applicants has been closely 
scrutinized. This section provides that specific polymers specified therein may be used 
along with a pore former or in a "very thin layer thickness". However, this section does 
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not provide support for the combination of any of the polymers of instant claims along 
wit a pore former "when a coating [polymer] is used which does not dissolve during 
contact with the digestive solution in a patient's stomach", as claimed. 

It is noted that claim 42, which only uses a pore former with those polymers 
specifically listed in the specification as useable with a pore former, is not included in 
this rejection. 

Claim 43 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a new matter rejection. 

Claim 43 is drawn to a coating of hydroxypropyl methylcellulose phthalate and 
lactose. The original disclosure does not envision this specific combination. In 
Example 4 in the specification, hydroxypropyl methylcellulose phthalate (there called 
methyl hydroxypropyl cellulose phthalate) is used, but there is no lactose. Nowhere in 
the original disclosure is the combination of hydroxypropyl methylcellulose phthalate 
and lactose discussed, nor does Applicants' response point to the location in the 
disclosure that is believed to support the new claim. 

Claims 21 - 35 and 37 - 43 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
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the invention. This enablement rejection is maintained for reasons of record and 
those discussed below. 

1. The new claims 

Claim 42 is similar to claim 21 except that a smaller genus of polymer coatings is 
required to be used with a pore former. However, all of the coatings of claim 42 are 
enteric, and for reasons explained in the previous office action, would not be expected 
to release a drug in the stomach. As explained in the previous office action, enteric 
polymers are used to release drugs in the intestine, and to avoid release in the 
stomach. Claim 43 is directed to a specific embodiment of claim 42 which also uses an 
enteric polymer. 

2. Response to Arguments 

Applicant argues that the use of pore formers in polymer coatings is well known 
in the art, and that the artisan would be able to determine the appropriate type and 
amount of pore former to provide a release of greater than 30% of the drug into the 
stomach. 

In response, it is first noted that Applicants' arguments are not to be mistaken for 
evidence of record. With that in mind, the Examiner is not aware, nor does Applicants' 
response point to, any evidence of record that supports the notion that combinations of 
enteric polymers and pore formers were well known in the art at the time of the 
invention. To the extent that such combinations were well known, the Examiner is not 
aware, nor has Applicant pointed out, evidence of record indication that such 
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combinations can predictably provide delivery to the stomach of at least 30% of a drug 
from an oral dosage form. 

Applicants' note that "[t]he present invention lies in the discovery that bond 
disease can be treated with ibandorate which is in an oral formulation and which is 
released in a patient's stomach." 3/24/20 response, page 13. The instant claims limit 
the coating to specific polymers. Applicants never actually teach how to obtain the 
claimed effect (delivery into the stomach), which Applicants' believe to make the claims 
novel and unobvious (see generally the response filed 8/30/2005) with the claimed 
polymers. Instead, Applicants believe that it the artisan could readily determine how to 
obtain this effect, using only that which is allegedly well known in the art. 

However, the evidence that is of record indicates that a person of skill in the art 
would expect an enteric coating to release drugs not in the stomach but in the intestine. 
Indeed, Applicants appear to have admitted this to be the case. See Applicants' 
response filed 8/30/2005 at 9, 10 ("[E]nteric coatings release the drug in the intestine 
not the stomach.") The evidence that is of record also indicates that all of the polymers 
of the instant claims are enteric polymers. Because enteric polymers release drug in 
the intestine, not the stomach and the instantly claimed polymers are enteric polymers, 
it follows that the instantly claimed polymers would be expected to release the drug in 
the intestine, not in the stomach. As there is no evidence of record to contradict this 
expectation, the rejection must be maintained. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 
(571 )272-5549. The examiner can normally be reached on Monday to Thursday 7:00 
am to 5:00 pm and Friday 7:00 am to noon. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571 272 0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

Eric E. Silverman, PhD 
Art Unit 1618 



